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Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-24 and 63-64 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. The original specification does not 
require the slidably moving sealing element to be placed over the orifice prior to 
insertion into the reader as presently claimed. 

Claim Rejections - 35 USC §103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1-24 and 63-64 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Zelin (USP 5,821 ,399) in view of Yokota et al. (USP 5,846,490). 

Zelin teach a method and apparatus for the testing of biological fluids. Figures 2- 
5 teach a device comprising a housing comprising at least one planar surface, a fluid 
addition orifice in fluid communication with an internal holding chamber, a capillary that 
stops the added fluid from entering the analysis chamber until it is actuated which has 
been read on the claimed "expelling a metered portion of the sample through the 
capillary stop." The insertion of the device(10) into the reader(150) performs the 



Application/Control Number: 10/658,528 Page 3 

Art Unit: 1797 

claimed function of "... displaces any excess fluid sample away from the orifice, seals 
the fluid sample within the holding chamber 

Zelin is silent to wiping away excess sample prior to placement of the cartridge 
into the reading device. 

Yokota et al. teach in column 2 lines 17-25 it is conventional to remove the 
excess liquid from a test device prior to placing the device in an analyzer. This is 
advantages because excess sample spiiled inside the analyzer could contaminate 
subsequent tests and skew the results. Additionally, excess sample in the analyzer 
could damage the analyzer. 

It would have been within the skill of the art to modify Zelin in view of Yokota et 
al. and remove the excess fluid prior to inserting into the analyzer to gain the above 
advantages. 

Zelin in view of Yokota et al. are silent to the claimed plastic and the claimed 
volumes. 

The court decided In re Boesch (205 USPQ215) that optimization of a result 
effective variable is ordinarily within the skill of the art. A result effective variable is one 
that has well known and predictable results. The selection of a particular plastic or the 
volume of analysis are both result effective variable that have well known and expected 
results. Plastics are well known for being inert, inexpensive, lightweight and durable. 
The selection of the analysis volume is based upon the sample easily obtainable and 
the minimization of reagent to minimize the cost of each test. 
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It would have been within the skill of the art to further modify Zelin and use a 
polyester, ABS or acetal plastic as optimization of a result effective variable and to gain 
the above advantages. It would have been within the skill of the art to further modify 
Zelin and use the claimed volumes of 5-50 microliters as well as the claimed orifice in 
the range of 1-2 mm as optimization of a result effective variable and to gain the above 
advantages. 

Claims 1-24 and 63-64 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Davis et al. (USP 7,419,821). 

Davis et al. is available as prior art because the inventive entity is different even 
though there is one invention in common. Davis et al. teach the same structure as 
presently claimed. The method is best summarized in column 20-21 lines 58-3 
respectively which is indistinguishable from that presently claimed. 

Davis et al. are silent to wiping away excess sample prior to placement of the 
cartridge into the reading device. 

Yokota et al. teach in column 2 lines 17-25 it is conventional to remove the 
excess liquid from a test device prior to placing the device in an analyzer. This is 
advantages because excess sample spilled inside the analyzer could contaminate 
subsequent tests and skew the results. Additionally, excess sample in the analyzer 
could damage the analyzer. 

It would have been within the skill of the art to modify Davis et al. in view of 
Yokota et al. and remove the excess fluid prior to inserting into the analyzer to gain the 
above advantages. 
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Response to Arguments 

Applicant's arguments with respect to the claims have been considered but are 
moot in view of the new ground(s) of rejection. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lyle A. Alexander whose telephone number is 571-272- 
1254. The examiner can normally be reached on Monday, Tuesday and Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden can be reached on 571-272-1267. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Lyle A Alexander 
Primary Examiner 
Art Unit 1797 
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